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October 21,2005 

Division of Docket Management 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 (HFA-305) 
Rockville, MD 20852 

RE: Docket #2005P-0411: Pharmacy compounding of women’s hormonal 
products. 

To Whom It May Concern: 

This note is in support of the aforementioned FDA petition to further regulate 
hormones compounded by local pharmacies. 

These estrogen products are widely promoted as being safe and effective. They 
are marketed on an informal basis directly to the patient, who in turn requests their 
physician to write an appropriate prescription. Often, the patient is interviewed by 
the pharmacist and a suitable prescription is faxed to the physician, who only has 
to sign the prescription and fax it back to the pharmacy for it to be a valid 
prescription. 

This is done without the patient being advised that similar products are available as 
a generic or commercially manufactured item . Attached is a copy of such a 
prescription sent to me on the behalf of one of my patients. It is probably worth 
noting on this prescription that both estriol and pregnenofone are not commercially 
available in any current products. I, in particular, did a Iiterature search through 
the Ohio Northern University Drug Information Center regarding pregnenolone 
recently: I cannot find any published literature on its use in humans over the past 
20 years. 

Certainly, estrogen replacement is oversold by compounding pharmacies. No 
reliable studies have been performed to show that this is as good as regimens that 
are commercially available. These products are marketed to busy physicians in 
such a way that the physician has no idea of the potential risks involved with 
concocting a new hormone product from  scratch. 

Please feel free to call or write should I be of any assistance or to clarify the above 
points. 
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